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DETAILED ACTION 
Status of Application 

1. Claims 1-10 are currently pending. Claims 1-10 are considered for examination in this office 
action. The Preliminary Amendment filed on February 25, 2004 has been entered. 

Priority 

2. This application filed on September 18, 2003 claims benefit of US provisional 60/412,480 
filed on 9/19/2002. 

Information Disclosure Statement 

3. The Information Disclosure Statement filed on June 22, 2004 has been entered and 
considered. 

Claim Interpretation 

4. According to MPEP 21 12.01 "Products of identical chemical composition can not have 
mutually exclusive properties." A chemical composition and its properties are inseparable. 
Therefore, if the prior art teaches the identical chemical structure, the properties applicant 
discloses and/or claims are necessarily present. In re Spada, 91 1 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed Cir. 1990). 

The following rejections are based on the fact that the composition used in the instant 
invention and the composition in the prior art are identical and should have similar properties 
according to MPEP 21 12.01. Thus the composition of the prior art would have the function of 
fragmenting DNA in similar composition and similar conditions. 

Further in the instant specification the term "substantially free of nuclease " is defined as 
a composition in which there is insufficient nuclease to effect substantial fragmentation of the 
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DNA, and substantial DNA fragmentation is defined as at least 20-50% DNA fragmentation, 
Claim interpretation: In the following rejections, the composition that is substantially free of 
nuclease is broadly interpreted as the composition comprising sterile water or buffer alone or a 
buffer comprising a chelating agent such as EDTA or EGTA. Further in the instant specification 
the term "substantially free of nuclease " is defined as a composition in which there is 
insufficient nuclease to effect substantial fragmentation of the DNA, and substantial DNA 
fragmentation is defined as at least 20-50% DNA fragmentation, which is interpreted as the 
DNA fragmentation is partial or incomplete in a composition comprising an insufficient 
nuclease. Thus lysis or degradation or denaturation at temperature above 90° C is considered as 
fragmenting. In the light of the instant specification the term "quantitation" is broadly 
interpreted as quantitation by gel electrophoresis or quantitation by PCR. 

Claim Rejections - 35 USC § 102 
5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

A. Claims 1-10 are rejected under 35 U.S.C. 102(b) as being anticipated by Eggerding 
(USPN. 5,912,148). 

Eggerding teaches a method of claim 1, comprising incubating DNA above 90° C in a 
composition (TE buffer or sterile water) that is free of nuclease (see col. 11, line 10-15, indicates 
that the DNA is boiled (100° C) in a sterile (nuclease free) water for 20 min, which meets the 
limitation in the instant claim 1 and also would have similar function of fragmenting DNA, since 
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the composition and conditions are same, see also col 11, line 3-5 indicating that the DNA is 
dissolved in small volumes of Tris-EDTA buffer, pH 8.0 and the same 2ul of DNA is used in 
amplification reactions and is heated at 94° C for 5 min for denaturation (fragmenting) see col. 
15, line 18-20, col. 16, line 1, which meets the limitations in claim 1, since the claim 1 is in 
"comprising " open language format). 

With regard to claims 2-3, Eggerding teaches that the DNA is in a solution (buffer) 
comprising lOmM Tris and ImM EDTA, pH 8.0 (see col. 11, line 3-5); 

With regard to claims 4-5, Eggerding teaches that the incubation lasts between 5 and 60 
minutes (see col. 11, line 10-13, col. 16, line 1); 

With regard to claim 6, Eggerding teaches that the DNA is quantitated after 
fragmentation (boiling) (see col. 15, line 18-20, col. 16, line 1-3, quantitation by PCR); 

With regard to claims 7-8, Eggerding teaches that the composition comprises a 
fluorescent dye indicator (see col. 8, line 23-60); 

With regard to claims 9-10, Eggerding teaches a method of determining the presence or 
absence of a DNA sequence and determining the quantity of a DNA sequence in a sample 
comprising 

(a) generating a quantity of fragmented DNA comprising the nucleic acid above 90° C in 
a thermal cycling apparatus (thermocycler) in a composition that is substantially free of nuclease 
(see col. 15, line 15-30, col. 16, line 1); 

(b) quantitating the fragmented DNA (see col 16, line 2-3) 

(c ) and performing an oligonucleotide ligation assay (see col. 16, line 3-7); 
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(d) determining the presence or absence of the DNA sequence and quantity of the DNA 
sequence from the oligonucleotide ligation assay (see col 16, line 8-25). Thus the disclosure of 
Eggerding meets the limitations in the instant claims. 

B. Claims 1-2, 4-8 are rejected under 35 U.S.C. 102(b) as being anticipated by Down et 
al. (USPN. 5,766,852, reference taken from IDS submitted by the Applicants). 

Down et al. teach a method of claim 1, for fragmenting DNA (lysis or degradation or 
fragmentation, see col. 5, line 45-47, col. 2, line 41-) comprising 

(a) incubating the DNA (mycobacteria sample comprising DNA) above 90° C in a 
composition that is substantially free of nuclease (see col. 8, line 33-42, col. 5, line 45-67, col. 6, 
1-17, col 7, line 10-20, line 50-52, indicates that the composition comprising a buffer alone or 
DTT results in DNA fragmentation, and the composition comprising EDTA (depending on the 
concentration of EDTA used) results in partial or incomplete DNA fragmentation or reduces the 
degradation of DNA, which indicates substantial fragmentation of DNA). 

With regard to claim 2, Down et al. teach that the DNA is in a solution (buffer) 
comprising lOmM Tris (see col. 2, line 60-67) and ImM EDTA (see col. 3, line 10-20, indicates 
EDTA concentration ranging from ImM to lOmM); 

With regard to claims 4-5, Down et al. teach that the incubation lasts between 5 and 60 
minutes (see col. 2, line 50-54, col. 5, line 45-62-67, col. 7, line 10-54); 

With regard to claim 6-7, Down et al. teach DNA quantitation after fragmentation by gel 
electrophoresis using a fluorescent indicator (ethidium bromide) and southern blot quantitated 
using autoradiography (see 39-51, col. 5, line 62-65); 
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With regard to claim 8, Down et al. teach that the fluorescent indicator comprises a 
fluorescent dye (ethidium bromide) (see col. 5, line 62-67, col. 6, line 1-5). 

Thus the disclosure of Down et al. meets the limitations in the instant claims. 



No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suryaprabha Chunduru whose telephone number is 571-272- 
0783. The examiner can normally be reached on 8.30A.M. - 4.30P.M , Mon - Friday,. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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